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1. (Currcrih Antj u n s ii * -,s * „ ._n <. e oi r 

target antibody present in a whole blood sample, comprising the steps of: 

'<■ n sx ie \* k le blood sampk with insoluble carrier particles which are sensitized 
with an antigen against the„soiubie target antibody or an antibody against the solub le target 
antigen, wherein said particles are smaller man erythrocytes, to cause an immune agglutination 
i an immune agglutination reaction mixture u cd insoluble 

earner particles and unaggiutinaied insoluble carrier particles; 

(b) introducing the immune agglutination reaction mixture to a Sow ceil irradiating the 
particles passing through the flow cell with laser light, and detecting scattered light generated 
thereby: 

(c) setting a first threshold value for distinguishing unagglutinated insoluble carrier 
particles from agglutinated insoluble carrier particles and a second threshold value for 
distinguishing the agglutinated insoluble carrier panicles from blood cells with regard to 
intensity of the scattered light; 

^ C -V ^ *g and counting the unagglutinated insoluble carrier particles, the 
agglutinated insoluble carrier particles and the blood cells from the intensity of the scattered light 
detected in the step (bk in reference to the first and second threshold values set in the step (c) r s© 
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gs^gngartlcles a nd the nun-ber of -he agglutinat ed Inso luble cardgrparticks: 

1'j.t cmu ' ' ._ -j . ^ in a* ) u 1 " > a' >■„ ih e _M^et 

Mij^.OL^jhuife„klJjlg..^V=joje blo od sam ple using a cal ibration c urve showing a relationship 

between aj eof i i conc entratio n of a sol I \ aMlbodj 

ana 

( g) obt ain - >dv Use d- on 
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§S!ig§0 ( * antibo dy present u : .„ , . . ^3 s a 

cons tant. 

2-4. (Cancelled) 

5. (Current!) Arnendec \i\ inununoassay foi saying 1 soiubk ir s itige or a 
target antibody present in a whole blood sample, comprising the steps of: 

1 - ^ " 1 1 'ub e e.rne ue> \% 13 s 11 z 

an antigen gainj the ■vleK r td>x:> ^ nt » a ha <. r, 

wherein said particles are smaller than erythrocytes, to cause an immune agglutination reaction 
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particles passing through the flow cell with laser light, and detecting scattered light generated 
thereby; 

(c) setting a first threshold value for distinguishing unaggiutinated insoluble carrier 
particles from agglutinated insoluble carrier particles and a second threshold value for 
distinguishing the agglutinated insoluble carrier particles from blood cells with regard to 
intensity of the scattered light; 

(d) distinguishing aid counting the unaggiutinated insoluble carrier partides y the 
agglutinated insoluble carrier particles and the blood ceils from the intensity of the scattered light 
detected in the step (b), in reference to the first and second threshold values set in the step (e) r se 

«naggkh s * <^:-smL 

(c; .aiu. r> n< !^'-.e^ ^ giutmation from th e n umber of the unagglmmaMjl^\tbje 
^amgl. .parjjgjes ..and the number of the agglutinated insoluble carrier p articl es: 

(f) converting the degree of agglu tination into a concentration of the soluble .targes 
gfrtlgen.or ,amjjx>dv ..in,.ihe whole blood sampl e usi ng a cali brati on cur ve sh owing a rela tionship 
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(globtaining a mean corpusculer volume (MCV) in the whole blood sample, wherein the 

concentration of the sojuhje target antigen or target antibody present in the whole blood sample 

is corrected according to the MCV measurement and the number of blood ceils. 

6. (Previously Presented) The immunoassay according to claim 5, wherein the mean 
corpusculer volume (MCV) is obtained from the scattered lights detected in the step (b), in 
reference to the threshold values set in the step ;(c), 

7. (Previously Presented) The immunoassay according to claim 5, wherein correction 
according to the MCV measurement and the number of blood cells is made by use of the 
following formula: 

C = CO / {1 - (B/A) X (MCV / D)) , 
wherein C, CO, A and 8 are the same as defined above, MCV is the MCV measurement of the 
sample and D is a constant. 

8. (Previously Presented) The immunoassay according to Claim h wherein the scattered 
bght is forward centered light, 

9. (Previously Presented) The immunoassay according to Claim 1, wherein the size of 
the insoluble carrier panicles is 0.1 ,«mto LG# rm 
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10. (Previously Presented) The immunoassay according to Claim L wherein, in the step 

(a), the temperature is from 20 to 5CFG and the timeis from 15. /seconds' to. -20 minutes. 

11-14. (Cancelled). 

15. (New) The immunoassay according to Claim 5, wherein the scattered light is forward 
scattered light. 

16. (New) The immunoassay according to Claim 5, wherein the size of the insoluble 
carrier particles is 0.1 pm to 1.0 um. 

17. (New) The immunoassay according to Claim 5, wherein, in the step (a), the 
temperature is from 20 to 50 °C and the time is from i 5 seconds to 20 minutes. 
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